
Steinberg & Associates, Inc. 
16 Mershon Lane, Plainsboro, NJ 08536 

Ph. (609) 7994575 Fax (609) 799-5271 
Email Davidpreserve@comcast.net 

Michael L. Koenig, Ph.D. 
Interdisciplinary Scientist 
Division of Over-the-Counter Drug Products 
U.S. Food and Drug Administration 
5600 Fishers Lane, HFD-560 
Rockville, MD 20857 March 29,2005 

Dear Dr. Koenig: 

It was a pleasure speaking with again concerning Symrise’s submission of a TEA for the 
drug Climbazole. You asked what parts of our submission should be redacted as being 
considered by us to be confidential. 

We feel the following would meet our concerns: 

1. Redact Appendix 1 Synthesis of Climbazole 
2. Redact Appendix 2 Weight of Climbazole sold by year by country 
3. Redact Tables 3-l through 3-6 and replace this with a table like this: 

Time and Extent of Climbazole Marketing in 3 Regions During 1999-2004 

Marketing Extent (dosage units x 109 
62.8 
30.9 

17.2 
110.9 

Thank you for your assistance in moving our TEA forward. If you have any further 
questions, please feel free to contact me again. 

Sincerely, 

y--Y-?&B c T\ 
David C. Steinberg 


